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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 
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earned patent term adjustment. See 37 CFR 1.704(b). 
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DETAILED ACTION 

Election/Restrictions 

Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 1-8 and 12-16, drawn to reagents, classified in class 252/398, for 
example. 

II. Claims 9-11 and 17-21, drawn to methods, classified in class 436/518, for 
example. 

The inventions are distinct, each from the other because of the following reasons: 

Inventions I and II are related as products and processes of use. The inventions can be shown to be 
distinct if either or both of the following can be shown: (1) the process for using the product as claimed 
can be practiced with another materially different product or (2) the product as claimed can be used in a 
materially different process of using that product (MPEP § 806.05(h)). In the instant case, the products of 
Invention I can be used in a materially different process, such as a process for assaying first binding 
species. 

Because these inventions are distinct for the reasons given above and the search required for Group I is 
not required for Group II, restriction for examination purposes as indicated is proper. 

During a telephone conversation with Agent LeLand Jordan on January 25, 2005, a provisional election 
was made without traverse to prosecute the Invention I, claims 1-8 and 12-16. Affirmation of this election 
must be made by Applicants in replying to this Office action. Claims 9-11 and 17-21 are withdrawn from 
further consideration by the examiner, 37 CFR 1 .142(b), as being drawn to a non-elected invention. 
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Specification 

The specification is objected to as failing to provide proper antecedent basis for the claimed subject 

matter. See 37 CFR 1.75(d)(1) and MPEP § 608.01 (o). Correction of the following is required: 

In claim 2, there is insufficient antecedent support for the recitation of "a defined binding 
surface." 

In claim 4, there is insufficient antecedent support for the recitation of "bindable 
derivatives thereof." 

In claim 7, there is insufficient antecedent support for the recitation of "a permeable 
material." 

In claim 12, there is insufficient antecedent support for the recitation of "wherein the first 
portion of the first binding species and the second portion of the first binding species, 
when combined, make up approximately 100% of the known total amount of the first 
binding species." 

In claim 13, there is insufficient antecedent support for the recitation of "wherein binding 
of the first binding species to said second substrate does not impair the binding of first 
binding species to a binding target." 

In claim 14, there is insufficient antecedent support for the recitation of "a second 
substrate having... regions characterized by their ability to selectively bind first binding 
species associated with said first substrate." 



The disclosure is further objected to for various informalities. Appropriate correction is required. 

On page 12 of 23, paragraph [0039], the recitation of "lot 1053:89" is indefinite because it 
is not clear what dye, sensitizer, or bead is referenced. 

In Tables 1-6, the recitation of "Level" is indefinite because it is not clear what "Level" is 
measured or the exact quantity or unit of measurement of the various "Levels" 



Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-8 and 12-16 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for failing 

to particularly point out and distinctly claim the subject matter which applicant regards as the invention. 
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The specific claim rejections under 35 USC 112, second paragraph, set forth infra, may be considered 
relevant to other claims not explicitly mentioned, as deemed reasonably appropriate. 

In claim 1, the recitation of "their" is indefinite because it is not clear what nouns "their" is referencing. In 
addition, the recitation of conditional language "if does not create a positive or negative claim limitation 
and is indefinite. In addition, the recitation of "dissociated" is indefinite because it is not clear what 
noun(s) is/are "dissocated." In addition, claim 1 is indefinite because it is not clear how, or by what 
mechanism, a "region" can bind a binding species. 

In claim 2, the recitation of "defined" is indefinite because it is not clear what parameters define a 
"defined" binding surface. 

In claim 4, the recitation of "selected from the group essentially consisting of is indefinite because it is not 
clear whether a Markush-type claim is intended. In addition, the recitation of "bindable derivatives 
thereof is indefinite because it is not clear what binding species are referenced. 

Claim 7 is indefinite because, it is not clear how, or by what mechanism, a "surface" has affinity for a 
binding species. In addition, the recitation of conditional language "when" does not create a positive or 
negative claim limitation and is indefinite. In addition, the recitation of "dissociated" is indefinite because it 
is not clear what parameters define a state of "dissociated" or what degree of dissociation is required by 
"dissociated." 

In claim 12, the recitation of "the known total amount" lacks antecedent basis. In addition, claim 12 is 
indefinite because it is not clear how, or by what mechanism, a "region" can bind a binding species. In 
addition, the recitation of conditional language "when" does not create a positive or negative claim 
limitation and is indefinite. In addition, the recitation of "dissociated" is indefinite because it is not clear 
what parameters define a state of "dissociated" or what degree of dissociation is required by 
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"dissociated." In addition, the recitation of "make up approximately 100% of the known total amount of 
the first binding species" is indefinite because it is not clear whether/how this language structurally limits 
Applicants' invention. In addition, the recitation of "adapted to" is indefinite because it is not clear what 
parameter(s) of "regions" is/are modified or what structure corresponds to said adaptation. 

In claim 13, the recitation of "their" is indefinite because it is not clear what nouns "their" is referencing. In 
addition, the recitation of "impair" is indefinite because it is not clear how, or by what mechanism, binding 
is impaired, or what parameters define a state of impairment or what degree of impairment is required by 
"impair." In addition, claim 13 is indefinite because it is not clear how, or by what mechanism, a "region" 
can bind a binding species. In addition, the recitation of "wherein binding of first binding species to said 
second substrate does not impair the binding of first binding species to a binding target" is indefinite 
because it is not clear whether/how this language structurally limits Applicants' invention. 

In claim 14, the recitation of "dissociated" is indefinite because it is not clear what parameters define a 
state of "dissociated" or what degree of dissociation is required by "dissociated." In addition, the recitation 
of "associated" is indefinite because it is not clear what parameters define a state of "associated" or what 
degree of association is required by "associated." In addition, claim 14 is indefinite because it is not clear 
how, or by what mechanism, a "region" can bind a binding species. In addition, the recitation of 
conditional language "if does not create a positive or negative claim limitation and is indefinite. In 
addition, the recitation of "their" is indefinite because it is not clear what nouns "their" is referencing. In 
addition, the recitation of "wherein the second substrate binds..." is indefinite because it is not clear how, 
or by what mechanism, a "substrate" can bind to a first binding species, or whether said "regions" of the 
second substrate are responsible for binding, and, if so, which "regions" are responsible for binding. In 
addition, the recitation of "a plurality of first binding species to a common second substrate" lacks 
antecedent basis or is indefinite because it is not clear whether the second substrate also has the first 
binding species attached. In addition, the recitation of "a common second substrate" is indefinite because 
it is not clear whether said "common second substrate" corresponds to said "second substrate" or whether 
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said "common second substrate" is a separate and distinct substrate. Assuming that said "common 
second substrate" is a separate and distinct entity from said "second substrate," it is not clear how, or by 
what mechanism, one substrate binds a plurality of binding species to another substrate. In addition, the 
recitation of "the plurality of first substrate" lacks antecedent basis. In addition, the recitation of "cross- 
linked" is indefinite because it is not clear which "binding species" or "regions" are responsible for said 
cross-linking, or whether "cross-linked" corresponds to binding between "regions" of the second substrate 
and dissociated "first binding species", or whether "cross-linked" corresponds to binding between 
"regions" of the second substrate and "first binding species" associated with said first substrate, or 
whether "cross-linked" corresponds to binding between "second substrate" and "plurality of fist binding 
species." 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the basis for the 
rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

Claims 1-8 and 12-16 are rejected under 35 U.S.C. 102(b) as being anticipated by Ullman et al. (US 
6,406,913). 

Ullman et al. teach a reagent comprising a fluid medium (see col. 36, lines 1-32) containing a first 
substrate (see col. 19, lines 47-65) having a first binding species (see col. 14, lines 55-67) attached 
thereto (see col. 19, lines 66-67), and a second substrate having binding regions characterized by their 
ability to selectively bind said first binding species (see col. 35, lines 36-38, see col. 37, lines 28-35). The 
language "if dissociated from said first substrate" does not structurally differentiate Applicants' invention 
from the reagent of Ullman et al. because Examiner considers such language as functional in nature. 
SeeMPEP2114. 
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With respect to claims 2-3 and 15-16, Uliman et al. teach a reagent wherein the first substrate and 
second substrates are the same material or different material (see col. 21 , lines 23-35). 

With respect to claim 7, Ullman et al. teach a reagent comprising a permeable material (see col. 19, lines 
47-48) including an inner surface having an affinity for said binding species (see col. 15, lines 38-40). 

With respect to claim 12, Ullman et al. teach a reagent used in a sandwich type assay (see col. 35, lines 
25-33) comprising a first binding species (see col. 37, lines 58+, "TSH"), wherein a first portion (see col. 
38, lines 7-9) is attached to the first substrate and a second portion is dissociated from the first substrate, 
and the second portion binds to a second substrate. The language "wherein the first portion of the first 
binding species and the second portion of the first binding species, when combined, make up 
approximately 100% of the known total amount of the first binding species" does not structurally 
differentiate Applicants' invention from the reagent of Uliman et al. because Examiner considers such 
language as functional in nature. See MPEP 21 14. 

With respect to claim 13, the language "wherein binding of first binding species to said second substrate 
does not impair the binding of first binding species to a binding target" does not structurally differentiate 
Applicants' invention from the reagent of Ullman et al. because Examiner considers such language as 
functional in nature. See MPEP 21 14. 

With respect to claim 14, Ullman et al. teach a reagent wherein specific binding pair members are located 
on the surface (see col. 14, lines 55-56) of different supports (see col. 19, lines 47-65) and are used in a 
competitive assay format (see col. 35, lines 36-38, see col. 37, lines 28-35) wherein one binding member 
is complementary to the other binding member (see col. 37, lines 28-35). The claimed limitation of 
"wherein an aggregate is formed" is necessarily present in the teaching of Ullman et al. and would be so 
recognized by persons of ordinary skill in the art. 
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Conclusion 



No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the examiner should be 
directed to David J Vend whose telephone number is 571-272-2879. The examiner can normally be 
reached on 08:00 - 16:30 (EST). If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Long Le can be reached on 571-272-0823. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained from 
either Private PAIR or Public PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic Business Center (EBC) 
at 866-217-9197 (toll-free). 



David J Venci 
Examiner 
Art Unit 1641 
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SUPERVISORY PATENT EXAMINER 
TECHNOLOGY CENTER 1600 




